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final regulations establishing recordkeeping require-
ments under subsection 414(b) of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 350c(b)] (as added by
subsection (a)).”’

CONSTRUCTION OF 2011 AMENDMENT

Nothing in amendment by Pub. L. 111-353 to be con-
strued to apply to certain alcohol-related facilities, to
alter jurisdiction and authorities established under cer-
tain other Acts, or in a manner inconsistent with inter-
national agreements to which the United States is a
party, see sections 2206, 2251, and 2252 of this title.

§350d. Registration of food facilities

(a) Registration
(1) In general

The Secretary shall by regulation require
that any facility engaged in manufacturing,
processing, packing, or holding food for con-
sumption in the United States be registered
with the Secretary. To be registered—

(A) for a domestic facility, the owner, op-
erator, or agent in charge of the facility
shall submit a registration to the Secretary;
and

(B) for a foreign facility, the owner, opera-
tor, or agent in charge of the facility shall
submit a registration to the Secretary and
shall include with the registration the name
of the United States agent for the facility.

(2) Registration

An entity (referred to in this section as the
“‘registrant’”) shall submit a registration
under paragraph (1) to the Secretary contain-
ing information necessary to notify the Sec-
retary of the name and address of each facility
at which, and all trade names under which, the
registrant conducts business, the e-mail ad-
dress for the contact person of the facility or,
in the case of a foreign facility, the United
States agent for the facility, and, when deter-
mined necessary by the Secretary through
guidance, the general food category (as identi-
fied under section 170.3 of title 21, Code of Fed-
eral Regulations, or any other food categories
as determined appropriate by the Secretary,
including by guidance) of any food manufac-
tured, processed, packed, or held at such facil-
ity. The registration shall contain an assur-
ance that the Secretary will be permitted to
inspect such facility at the times and in the
manner permitted by this chapter. The reg-
istrant shall notify the Secretary in a timely
manner of changes to such information.

(3) Biennial registration renewal

During the period beginning on October 1
and ending on December 31 of each even-num-
bered year, a registrant that has submitted a
registration under paragraph (1) shall submit
to the Secretary a renewal registration con-
taining the information described in para-
graph (2). The Secretary shall provide for an
abbreviated registration renewal process for
any registrant that has not had any changes
to such information since the registrant sub-
mitted the preceding registration or registra-
tion renewal for the facility involved.

(4) Procedure

Upon receipt of a completed registration de-
scribed in paragraph (1), the Secretary shall

notify the registrant of the receipt of such
registration and assign a registration number
to each registered facility.

(5) List

The Secretary shall compile and maintain
an up-to-date list of facilities that are reg-
istered under this section. Such list and any
registration documents submitted pursuant to
this subsection shall not be subject to disclo-
sure under section 552 of title 5. Information
derived from such list or registration docu-
ments shall not be subject to disclosure under
section 552 of title 5 to the extent that it dis-
closes the identity or location of a specific
registered person.

(b) Suspension of registration

(1) In general

If the Secretary determines that food manu-
factured, processed, packed, received, or held
by a facility registered under this section has
a reasonable probability of causing serious ad-
verse health consequences or death to humans
or animals, the Secretary may by order sus-
pend the registration of a facility—

(A) that created, caused, or was otherwise
responsible for such reasonable probability;
or

(B)(i) that knew of, or had reason to know
of, such reasonable probability; and

(ii) packed, received, or held such food.

(2) Hearing on suspension

The Secretary shall provide the registrant
subject to an order under paragraph (1) with
an opportunity for an informal hearing, to be
held as soon as possible but not later than 2
business days after the issuance of the order or
such other time period, as agreed upon by the
Secretary and the registrant, on the actions
required for reinstatement of registration and
why the registration that is subject to suspen-
sion should be reinstated. The Secretary shall
reinstate a registration if the Secretary deter-
mines, based on evidence presented, that ade-
quate grounds do not exist to continue the
suspension of the registration.

(3) Post-hearing corrective action plan; vacat-
ing of order

(A) Corrective action plan

If, after providing opportunity for an infor-
mal hearing under paragraph (2), the Sec-
retary determines that the suspension of
registration remains necessary, the Sec-
retary shall require the registrant to submit
a corrective action plan to demonstrate how
the registrant plans to correct the condi-
tions found by the Secretary. The Secretary
shall review such plan not later than 14 days
after the submission of the corrective action
plan or such other time period as determined
by the Secretary.

(B) Vacating of order

Upon a determination by the Secretary
that adequate grounds do not exist to con-
tinue the suspension actions required by the
order, or that such actions should be modi-
fied, the Secretary shall promptly vacate
the order and reinstate the registration of



§350d

the facility subject to the order or modify
the order, as appropriate.

(4) Effect of suspension

If the registration of a facility is suspended
under this subsection, no person shall import
or export food into the United States from
such facility, offer to import or export food
into the United States from such facility, or
otherwise introduce food from such facility
into interstate or intrastate commerce in the
United States.

(5) Regulations
(A) In general

The Secretary shall promulgate regula-
tions to implement this subsection. The Sec-
retary may promulgate such regulations on
an interim final basis.

(B) Registration requirement

The Secretary may require that registra-
tion under this section be submitted in an
electronic format. Such requirement may
not take effect before the date that is 5
years after January 4, 2011.

(6) Application date

Facilities shall be subject to the require-
ments of this subsection beginning on the ear-
lier of—

(A) the date on which the Secretary issues
regulations under paragraph (5); or
(B) 180 days after January 4, 2011.
(7) No delegation

The authority conferred by this subsection
to issue an order to suspend a registration or
vacate an order of suspension shall not be del-
egated to any officer or employee other than
the Commissioner.

(c) Facility
For purposes of this section:

(1) The term ‘‘facility’ includes any factory,
warehouse, or establishment (including a fac-
tory, warehouse, or establishment of an im-
porter) that manufactures, processes, packs,
or holds food. Such term does not include
farms; restaurants; other retail food establish-
ments; nonprofit food establishments in which
food is prepared for or served directly to the
consumer; or fishing vessels (except such ves-
sels engaged in processing as defined in sec-
tion 123.3(k) of title 21, Code of Federal Regu-
lations).

(2) The term ‘‘domestic facility’” means a fa-
cility located in any of the States or Terri-
tories.

(3)(A) The term ‘‘foreign facility’’ means a
facility that manufacturers, processes, packs,
or holds food, but only if food from such facil-
ity is exported to the United States without
further processing or packaging outside the
United States.

(B) A food may not be considered to have un-
dergone further processing or packaging for
purposes of subparagraph (A) solely on the
basis that labeling was added or that any simi-
lar activity of a de minimis nature was carried
out with respect to the food.

(d) Rule of construction

Nothing in this section shall be construed to
authorize the Secretary to require an applica-
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tion, review, or licensing process for a facility to
be registered, except with respect to the rein-
statement of a registration that is suspended
under subsection (b).

(June 25, 1938, ch. 675, §415, as added Pub. L.
107-188, title III, §305(a), June 12, 2002, 116 Stat.
667; amended Pub. L. 111-353, title I,
§102(a)-(b)(1), (d)(2), Jan. 4, 2011, 124 Stat. 3887,
3889.)

AMENDMENTS

2011—Subsec. (a)(2). Pub. L. 111-353, §102(a)(1),
(b)(1)(A), substituted ‘‘conducts business, the e-mail ad-
dress for the contact person of the facility or, in the
case of a foreign facility, the United States agent for
the facility, and” for ‘‘conducts business and’’, inserted
‘. or any other food categories as determined appro-
priate by the Secretary, including by guidance’ after
‘‘Code of Federal Regulations’, and inserted after first
sentence ‘‘The registration shall contain an assurance
that the Secretary will be permitted to inspect such fa-
cility at the times and in the manner permitted by this
chapter.”

Subsec. (a)(3) to (5). Pub. L. 111-353, §102(a)(2), (3),
added par. (3) and redesignated former pars. (3) and (4)
as (4) and (), respectively.

Subsecs. (b), (c). Pub. L. 111-353, §102(b)(1)(B), (OC),
added subsec. (b) and redesignated former subsec. (b) as
(c). Former subsec. (c) redesignated (d).

Subsec. (d). Pub. L. 111-353, §102(b)(1)(B), (d)(2), redes-
ignated subsec. (¢) as (d) and inserted ‘‘for a facility to
be registered, except with respect to the reinstatement
of a registration that is suspended under subsection
(b)”’ before period at end.

REGULATIONS

Pub. L. 111-353, title I, §102(c), Jan. 4, 2011, 124 Stat.
3889, provided that:

‘(1) RETAIL FOOD ESTABLISHMENT.—The Secretary
shall amend the definition of the term ‘retail food es-
tablishment’ in section in [sic] 1.227(b)(11) of title 21,
Code of Federal Regulations[,] to clarify that, in deter-
mining the primary function of an establishment or a
retail food establishment under such section, the sale
of food products directly to consumers by such estab-
lishment and the sale of food directly to consumers by
such retail food establishment include—

‘“(A) the sale of such food products or food directly
to consumers by such establishment at a roadside
stand or farmers’ market where such stand or market
is located other than where the food was manufac-
tured or processed;

‘“(B) the sale and distribution of such food through
a community supported agriculture program; and

‘“(C) the sale and distribution of such food at any
other such direct sales platform as determined by the
Secretary.

‘“(2) DEFINITIONS.—For purposes of paragraph (1)—

‘“(A) the term ‘community supported agriculture
program’ has the same meaning given the term ‘com-
munity supported agriculture (CSA) program’ in sec-
tion 249.2 of title 7, Code of Federal Regulations (or
any successor regulation); and

‘“(B) the term ‘consumer’ does not include a busi-
ness.”

Pub. L. 111-353, title I, §103(c), Jan. 4, 2011, 124 Stat.
3896, provided that:

‘(1) PROPOSED RULEMAKING.—

‘““(A) IN GENERAL.—Not later than 9 months after
the date of enactment of this Act [Jan. 4, 2011], the
Secretary of Health and Human Services (referred to
in this subsection as the ‘Secretary’) shall publish a
notice of proposed rulemaking in the Federal Reg-
ister to promulgate regulations with respect to—

‘(i) activities that constitute on-farm packing or
holding of food that is not grown, raised, or con-
sumed on such farm or another farm under the
same ownership for purposes of section 415 of the
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Federal Food, Drug, and Cosmetic Act (21 U.S.C.

350d), as amended by this Act; and

‘(ii) activities that constitute on-farm manufac-
turing or processing of food that is not consumed
on that farm or on another farm under common
ownership for purposes of such section 415.

‘(B) CLARIFICATION.—The rulemaking described
under subparagraph (A) shall enhance the implemen-
tation of such section 415 and clarify the activities
that are included as part of the definition of the term
‘facility’ under such section 415. Nothing in this Act
[see Short Title note set out under section 2201 of this
title] authorizes the Secretary to modify the defini-
tion of the term ‘facility’ under such section.

‘“(C) SCIENCE-BASED RISK ANALYSIS.—In promulgat-
ing regulations under subparagraph (A), the Sec-
retary shall conduct a science-based risk analysis
of—

‘(i) specific types of on-farm packing or holding
of food that is not grown, raised, or consumed on
such farm or another farm under the same owner-
ship, as such packing and holding relates to specific
foods; and

‘“(ii) specific on-farm manufacturing and process-
ing activities as such activities relate to specific
foods that are not consumed on that farm or on an-
other farm under common ownership.

‘(D) AUTHORITY WITH RESPECT TO CERTAIN FACILI-
TIES.—

‘(i) IN GENERAL.—In promulgating the regulations
under subparagraph (A), the Secretary shall con-
sider the results of the science-based risk analysis
conducted under subparagraph (C), and shall ex-
empt certain facilities from the requirements in
section 418 of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 350g] (as added by this section), in-
cluding hazard analysis and preventive controls,
and the mandatory inspection frequency in section
421 of such Act [21 U.S.C. 350j] (as added by section
201), or modify the requirements in such sections
418 or 421, as the Secretary determines appropriate,
if such facilities are engaged only in specific types
of on-farm manufacturing, processing, packing, or
holding activities that the Secretary determines to
be low risk involving specific foods the Secretary
determines to be low risk.

‘“(ii) LIMITATION.—The exemptions or modifica-
tions under clause (i) shall not include an exemp-
tion from the requirement to register under section
415 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 350d), as amended by this Act, if applicable,
and shall apply only to small businesses and very
small businesses, as defined in the regulation pro-
mulgated under section 418(n) of the Federal Food,
Drug, and Cosmetic Act (as added under subsection
(a)).

‘(2) FINAL REGULATIONS.—Not later than 9 months
after the close of the comment period for the proposed
rulemaking under paragraph (1), the Secretary shall
adopt final rules with respect to—

‘“(A) activities that constitute on-farm packing or
holding of food that is not grown, raised, or consumed
on such farm or another farm under the same owner-
ship for purposes of section 415 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 350d), as amended
by this Act;

‘(B) activities that constitute on-farm manufactur-
ing or processing of food that is not consumed on that
farm or on another farm under common ownership for
purposes of such section 415; and

“(C) the requirements under sections 418 and 421 of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
350g, 350j], as added by this Act, from which the Sec-
retary may issue exemptions or modifications of the
requirements for certain types of facilities.”

Pub. L. 107-188, title III, §305(e), June 12, 2002, 116
Stat. 669, provided that: ‘“Not later than 18 months
after the date of the enactment of this Act [June 12,
2002], the Secretary of Health and Human Services shall
promulgate proposed and final regulations for the re-

TITLE 21—FOOD AND DRUGS

§350e

quirement of registration under section 415 of the Fed-
eral Food, Drug, and Cosmetic Act [21 U.S.C. 350d] (as
added by subsection (a) of this section). Such require-
ment of registration takes effect—
‘(1) upon the effective date of such final regula-
tions; or
‘“(2) upon the expiration of such 18-month period if
the final regulations have not been made effective as
of the expiration of such period, subject to compli-
ance with the final regulations when the final regula-
tions are made effective.”

CONSTRUCTION OF 2011 AMENDMENT

Nothing in amendments by Pub. L. 111-353 to be con-
strued to alter jurisdiction and authorities established
under certain other Acts or in a manner inconsistent
with international agreements to which the United
States is a party, see sections 2251 and 2252 of this title.

SMALL ENTITY COMPLIANCE POLICY GUIDE

Pub. L. 111-353, title I, §102(b)(2), Jan. 4, 2011, 124 Stat.
3888, provided that: ‘‘Not later than 180 days after the
issuance of the regulations promulgated under section
415(b)(5) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 350d(b)(5)] (as added by this section), the Sec-
retary shall issue a small entity compliance policy
guide setting forth in plain language the requirements
of such regulations to assist small entities in comply-
ing with registration requirements and other activities
required under such section.”

ELECTRONIC FILING

Pub. L. 107-188, title III, §305(d), June 12, 2002, 116
Stat. 668, provided that: ‘“‘For the purpose of reducing
paperwork and reporting burdens, the Secretary of
Health and Human Services may provide for, and en-
courage the use of, electronic methods of submitting to
the Secretary registrations required pursuant to this
section [enacting this section, amending sections 331
and 381 of this title, and enacting provisions set out as
a note under this section]. In providing for the elec-
tronic submission of such registrations, the Secretary
shall ensure adequate authentication protocols are
used to enable identification of the registrant and vali-
dation of the data as appropriate.”

§ 350e. Sanitary transportation practices
(a) Definitions

In this section:

(1) Bulk vehicle

The term ‘‘bulk vehicle” includes a tank
truck, hopper truck, rail tank car, hopper car,
cargo tank, portable tank, freight container,
or hopper bin, and any other vehicle in which
food is shipped in bulk, with the food coming
into direct contact with the vehicle.

(2) Transportation

The term ‘‘transportation’ means any move-
ment in commerce by motor vehicle or rail ve-
hicle.

(b) Regulations

The Secretary shall by regulation require
shippers, carriers by motor vehicle or rail vehi-
cle, receivers, and other persons engaged in the
transportation of food to use sanitary transpor-
tation practices prescribed by the Secretary to
ensure that food is not transported under condi-
tions that may render the food adulterated.

(c) Contents

The regulations under subsection (b) of this
section shall—
(1) prescribe such practices as the Secretary
determines to be appropriate relating to—
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